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APPLICATION FOR AVARIANCE

*

l.,m,, l,u,w\”.,1. IN III.IU12!

DEPARATMENT OF HEALTH AN D HUMAN SERVICES FROM21 CFR1040.11[C) FORA
):3,1,.<<1<,04,/),,),.: ,\\, y,l. \ !1. lUX

PUEILICHEALW SERVICE
FOOD AND DRUG hOMINISTRAT)ON

LASER LIGHT SHOW, DISPLAY,

OR DEVICE

2. ADDRESS OF COMPANY (111<11111*,/lr (v)IJL) (// P.(). HI,. v, ,,,,+ M,[+,,I(. ,s,+,,,,! \ar,wt ,,d,oi... ,,/,., I

[00 33 cev~ &tkE netti+e, @L+#@O ,6L OkfPd, 32/? 36
3, NAME 4N0 TITLE OF RESPONSIBLE PERSON 4 TELEP ONE , {1,,,1,,</, .3W!8, #J,(c]

~OUG ~C cuLLou6ft , ~afi$~o~

5. OATE OF SUBMISSION

fidv~ 3s/- 4cl/y s’/z7/ ?,9

a. LIST NAME AND/OR MCDEL NUMBER15) FOR THE LASER LIGHT SHOW(S) AND PHOJECTOWS) 6 Fs o RF-*

b. PRODUCT FOR WHICH A VARIAFJCE IS REou ESTEO

❑ A LASER OISPLAY CEVIGE

D A PROJECTOR FOR A LASER LIGHT $HOW

g A LASER LIGH’r,How

D OTHER I.\/Jqy)

c. ❑ PROJECTORS AHE INTENOED FOR SALE, LEASE. cm LOAN TO OTI+WI
LASER LIGHT SHOW PRODUCZRS

PRCIDUCT IS INTENDED FOP, USE IN A

PLANnARIUM w OTHER 00ME PFIOJE&ICIN STI=Iu~uRE

TH EATER

HOTEUMOTEL BALLROOM OR MEETING ROOM

STORE OISPLAYS

TRADE SHOW OR GONVENT(ON

OIaCOTHEOUE oR NIGHT CLUE

PAVILION

INDOOR AFIEN~

OUTDOOR ARENA

MUSEUM

x OUTDOOR uNENCLOSED A~EA

❑ OTHER ISPWIIVI

PROIXJCT IS INTENOED TO BE USED

E AT ONLY ONG [,,,r,fl LOCATION

x AT 4 vAqlETV OF (,,,, <,] LOCATIONS

D OTH EFI !.S,,,,,[,)

w.

1. PR60UCT IS INTENDED TO BE USED AT ANY ONE LOCATION

~ MORE THAN 15 DAY$

~ MOPIE THAN 5 BUT NOT MOf7~THAN t5 DAYS

~ LESS THAN50AY5

Q. TOUR IS INTISNOEO TO HUN FOR

U MORE THAN BMONTHS

❑ 1.8 MONTHS

D LESS THAN I MONTH

~ NOT APPLICAHLE{,,,,I,,,,,I,,I

❑ 9TH ER ($/NwII”I)

h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS

FRONT SCREEN PROJECTIONS

REAR SCREEN PROJECTIONS

HOLOGRAPHIC DISPLAYS

MULTIPLE REFLECTION/DIFFRACTION EFFECTS

AUDI EN CE SCANNING l,.!1,,, I,,,+, (II,., ,1.JI,I,,;,,v w,. ,,1.,.fi ,IJ,I,. ,,,,(.,,,,,WIIW

REFLECTIONS FROM STATIONARY MIRRORS 0!+ MIRROF4E0 SURF

(tAwII Wilrwm.1

STATIONARY IRRADIATION OF ROTATING MIRRoH BALLS, STC,

SCANNING IRRADIATION OF HOTATING MIRROR BALLS. rrc.

FIBER OPTIC PROJgCTIONS

FOG, SMOKE. OR OTHER SCATTEFNN12 ENHANCEMENT EFFECTS

OTHER [x,w,,,) ., 1,/M&SW ‘~fl O ~C~u~

bru#Y/c&
LASER RADIATION LEVELS

P“~fiJ~6=-Z m JEC nod /y ,
10. RWiSON FOR REQuESTING vARIANCE

—

‘x
COMPLIANCE WITH THE LIMITS OF 21 CFR 1040.ll(c) WOULO RESTRICT THE INTCNCJED USE OF THE PRDIXIGT BECAUSE cot.4PLlANCE WOULD LIMIT THE OUT
POWER TO THE EXTljNT’THAT THE OESISED EFFEcTs wouLb NOT eE SUFFICIENTLY VISIeLE

d OTHER OR ADDITIONAL EXPLANATION ,,1,,,,,,,

(.,,$.)

Es

—.

T

/
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I. MANNER IN WHICH IT IS PROPOSED TO DEVIATE FROM TIIEREOUIREMENTS OFTHEAPPLICABI.E 5TANDAR0

~ IT IS PROPOSED TO i3E”lATE FROM THE PROVISIONS OF 2, C!% lWO.ll(C) IN THAT THE ACCESSIBLE EMISSION LEVEL WOULD EXCEED ~HS

ACCESSIBLE EMISSION LIMITS SPECIFIED IN21 Cmloa.lllc).

O IT 1!+PROWSED TO DEVIATE FROM THE PROVISION OF 21 CFil 104O.I t(C) AS FOLLOWS:

2. ADVANTAGES TO BE DERIVED FROM SUCU DEVIATION

~ LASER LIGHT SHOWS AND DISPIAYS ARE ACCEPTED POPULAR MEDIA IN ENTERTAINMENT AND THE ARTS. USE OF POWER LEVELS IN
ExcES5 OF THE LIMITS lh4p0sED 9Y 21 CFR lo40.II(c) IS NECESSARY TO ACHIEVE THE REQUIRED EFFECTS IN THESE h4EDIA.

n OTHER OR ADDITIONAL ADVANTAGES (dc>crlba .nd wplain)

3, EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTIO14 TO BE PROVIDED, (CIwck w many k.m as apply. In item 14 “lhnmkm,” jumify am’ bom
nm ehockod, using rnddiiiond she-amM nsmaaaa~, Smte ony other memo of rgdimion protection that WN b. usd, 1

& ~ALL LASER PROD”CTS.SYSRMS, SHOWS, AND PROJECTORS WILL BE ceRTIFIED TO COMPLY WITH 21 CF!4 1040.10 AND THE CX3ND1.
TIONS OF THIS VAFUANCE AND WILL BE REPORTED AS HEQUIRED BY 21 CFR 1002.10 AND 1002.12 USING THE FfEPOilTlt4G GUIDES P@O-
VIDED FOR SUCH PURPOSE. THESE ACTIONS WILL BE ACCOMPLISHED PRIOR TO. ANY INTRODUCTION INTO COMMERCE.

b. ~ EFFECTS NOT SPI?CIFIC4LLY INDICATED IN THIS VARIANCE APPLICATION WILL NOT BE PERFORMED. NO OTHER EFFECTS WILL BE
ADDED UNTIL AN AMENDMENT TO THE VARIANCE HAS BEEN OBTAINED AND THE REQUIRED REPORTS OR SUPPLEMENTS. AS
APPLICABLE, HAVE BEEN SUBMITTED.

C. ~SCANNlt4G, PROJECTION, OR REFLECTION OF USER AND COLLATERAL RADIATION (LIGHT SHOW RADIATION) INTO AUDIENCE OR QTHER
ACCESS!BI.E UNCONTROLLED AREAS WILL NOT BE PERMITrED EXCEPT FOR DIFFUSE REFLECTIONS PRODUCED BY THE ATMOSPH~R&
ADDED ATMOSPHERIC SCAHERINQ MEDIA, AND TAR(3ET SCREENS.

d. ~ LASER RADIATION LEVELS IN EXCESS OF THE LIMITS OF CUSS I WILL NOT BE PERMITTED AT ANY POJNT LESS THAN 3.0 METERS ABOVE
ANY SURFACE UPON WHICH PERSONS OTHER THAN OPERATORS, PERFORMERS, OR EMPLOYEES ARE PERMITTED TO STAND OR 2.$
METERS BELOW OR IN UTERAL SEPARATION FROM ANY PIACE WHERE SUCH PERSONS ARE PERMITTED TO BE. 0pERATOF6
PERFORMERS, AND EMPLOYEES WILL NOT BE RECWIRED OR ALLOWED TO VIEW RAOIATION ABOVE THE LIMITS OF CWSS I OR BE
EXPOSED TO RADIATIoN ABOVE THE LIMITS SPECIFIED IN 21 CFR lMO.1 1(c).

0.
F

ANY PRODUCT WHICH RELIES ON SCANNING TO ME~ ACCESS, EXPOSURE OR PRODUCT CLASS LIMITS WILL INCORPORATE A SCAN ING

y
SAFEGUARD SYSTEM WHICH DIRECTLY SENSES SCANNER MOTION AND WHICH WILL REACT FAST ENOUGH TO PRECLUDE EXCEED NG
THE APPLICABLE LIMIT,

f. ~ AU-LASER LKJHTSHOWSSHALI,.BE UNDERTHELIIFIECTAND P!ERsONALcONTRoL OF TRAlNED,COtAP=ENTOPERATOR6).THE
OPERATOR(S) WILL ,

(1) lMMEDIAITLY TERMINATE THE EMMISSION OF LIGHT SHOW RADIATION IN THE EVENT OF ANY UNSAFE CONDITION;

(2) HE LOCATED WHERE ALL BEAM PATHS CAN BE DIRECTLY OBSERVED AT ALL TIMES; AND

(3) BEAN EMPLOYEE OF THE VARIANCE HOLDER WHO WILL BE RESPONSIBLE FOR THE TRAINING AND CONDUCT OF THE OPERAT~Pi.

Q.
F

THE MAXIMUM LASER PROJEC~R OUTPUT POWER WILL NOT EXCEECI THE LEVEL REQUIRED TO OBTAIN THE INTENDED EFFECTS.

h. ~ THE PROJECTION SYSTEM (LE.. THE PROJECTOR AND ALL OTHER COMPONENTB uSED TO PROKMJCET”ELK3HTING EF=CTS)WILLBE
SECURELY MOUNTED OR IMMOBILIZED TO PREVENT UNINTENDED MOVEMENT OR MISALIGNMENT. BEAM LIMITERS WILL BE PROVI~ED
AS AN INHERENT PART OF THE SYSTEM DESIGN TO PREVENT OVERFILLING OF scREENs, SEAM STOPS, TARGms, sTc.

L ~ MSER PROJECTORS WILI- NOT BE DELIVERED TO ANY OTHER PARTY UNDER AN AGREEMENT OF SALE, LEASE. OR LOAN UNLESS dND
UNTIL THE RECIPIENT DEMONSTRATES THAT THEY HAVE A VARIANCE IN EFFEcT AT THE TIME OF DELIVERY THAT PERMITS THEM TO
PRODUCE LASER LIGHT SHOWS INCORPORATING SUCH PROJECTOR,

i. ~ IN AODITION TO THE REOUIFiEMENTS OF 21 CFR 1040.10(h), THE MANUFACTURER OF LASER PROJECTORWSYSTEMS WILL PROVIDE ?0
PARTIES WHO PURCHASE, LEASE, OR BORROW THE EOUIPMENT, ADEQUATE USER’S lNSTRUCT~oNs FoR sAFE lNsTAL~TloN AND;
OPERAmON AND WHICH EXPLAIN THE RESPONSIBILITY OF THE RECIPIENT AS AN INDEPENDENT LIGHT SHOW MANUFACTURER T

1SUBMIT THE RECXJIRED REPORTS AND APPLY POR AND OBTAIN A VARIANCE FROM CDRH PRIOR TO INTRODUCTION INTO COMME GE OF
ANY USER LIGHT SHOWS.

k. ~T1-fE REOU IREMENTS OF 21 CFR 1002,30 (a)(l] AND G?)WILL BE ACCOMPLISHED THROUGH THE USE OF WRlnEN PROCEDURES FOR &$ETUP,
AUGNMENT, TESTING, AND PERFORMANCE OF EACH SHOW. THESE PROCEDURES WILL BE IN SUFFICIENT DETAIL TO ENSURE COt$-
PLIANCE wITH 21 CFR l@ O.10. THE CONDITIONS OF THIS VARIANCE, AND THE CONTROL OF ACCESS TO RAOIATION AREKi US ING’THE
PROCEDURES DESCRIBED IN THE ANSI 213S.1 STANDARO FOR THE SAFE USE OF uSERS (AMERICAN NATloNAL STANOARDS lNsTIT~E.
1430 BROADWAY, NEW YORK, NY 10018) OR ANY OTHER EOIJIVALENT USER CONSENSUS STANDARD AND, WHERE APPLICABLE. ST~TE OB
LOCAL REQuIREMENTS. LASER RADIATION AREAS WHICH CAN CONTAIN RADIATION LEVELS ABOVE THE LIMITS SPECIFIED IN 21 FR

1
106O,I1(C], WILL BE cL@RLY IDENTIFIED BY THE POSTING OF WARNING SIGNS ANDJOR RESTRICTING ACCESS THFJOUGH PHYSICA
MEANS ~ucw’ AS PREssuRE SWITCHES, PHOTOCELLS, BARRIERS, GUARDS. ETC.). THEsE REolJIREMENTs APPLY To TEMpoRARy REAS

(SUCH AS DURING S~-UP AND ALIGNMENT PROCEDURES) AND TO FINAL OR PERMANENT AREAS, THE VARIANCE HOLDER WILL R TAIN
kTHE RECORDS OF THESE PROCEDURES AND THE RESULTS OF ALL TESTS AS REOUIRED BY 21 CFR 1002.31. A COPY OF THE VARIA, CE

APPLICATION , THE APPROVAL LEl_fER, CURRENT PROCEDURES, AND RECORDS RELATING TO EACH PARTICULAR SHOW WILL BE ITH

TTHE OPERATOR OR OTHER RESPONSIBLE INDIVIDUAL AND WILL BE MADE AVAILABLE FOR INSPECTION BY FDA AND OTHER RESP NSI-’
BLE AUTHORITIES.

FOFIM FDA 3147 (3/RT)
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. 1. &AOVANCEkVRImEN NOTIFICATION WILL BE MADE As EAnLYAS POSSIBLE TO Appropriate FEDERAL STATE, AND LOCALAUTHORIIIES
PROVIDl NGSHOWITIN ERARYWITH UATESAND Locations Cleanly AND COMPLETELY lDENT!FIED, AND ABASlCDESCRlPTlOh OF
PROPOSED EFFECTS INCLUDING A STATEMENT OF THE MAXIMUM pOWER OUTPUT INTENDED. SLKH NOTIFICATIONS WILL BE MADE, SUT
NOT NECESSARILY SE LIMITED. TO:

(1) THE CENTER FOR DEVICES AND RADIOLOGICAL HEALTH. OFFICE OF COMPLIANCE (H FZ-312), 8?S? GEORGIA AVE., SILVER SPf!lNG, MD
209 IO, PROVIDING THE INITIAL AND CLOSING DATES FOR FIXED INSTALLATIONS AND THE ITINERARY FOR MOBILE SHOWS, IN ADI)I.
TION, UNLESS ALL ASPECTS OF EACH SHOW HAVE BEEN REPORTED AND THE ACCESSION NUMBERS CL~ARLY REFERENCED, EACH
NOTICE WILL INCLUDE D~AILED DESCRIPTIONS OF EAc H sHow AND A LlsTING oF ALL EPFEcYs Yo EE pERFoRMED IN suFFlclENt
DETAIL TO CONFIRM COMPLIANCE WITH THE Regulations AND THls vARIANc E,

(2) THE FEDERAL AVIATION ADMINISTRATION (FAA) FOR ANY PROJECTIONS INTO OPEN AIRSPACE AT ANY TIME (I.E.. INCLUDING SET.UP.
ALIGNMENT, REHEARSALS, PERFORMANCES, EW. IF THE FAA OBJECTSTo ANY ~sER ~FFEc=, ‘ME OSJ’=CTIONSWILL BE ‘E-
SOLVED AND ANY CONDITIONS REaUESTED BY FAA WILL BE ADHERED TO. IF THESE CONDITIONS CAN NOT BE MET, THE OBJEC.
TIONABLE EFFECTS WILL BE OELETED FROM THE sHow.

(3) STATE AND LOCAL RADIATION CONTROL OFFICESIAGENCIES FOR ALL SHOWS TO BE pERFORMED WITHIN THEIR JURISDICTIONS, ALL

REQUIREMENTS OF STATE AND LOCAL LAW WILL BE SATISFIED AND ANY OBJECTIONS RAISED BY LOCAL AUTHORITIES WILL SE RE.
SOLVED OR THE EFFECTS DELETED. (LISTS OF FEDERAL AND STATE OFFICES ARE AVAILABLE FROM THE CENTER FOR DEVICES AND

RADIOLOGICAL HEALTH UPON REQuEsT.)
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CERTIFICATION

I CERTIFY ma{ w 01 the above informa(lon and Sialemen!s are twe, corme!e, and CorreC! 10 lhe besl Of my knO~le09e and acknowledge lha~ mY

variance applica[lon may be denied of my vadam= may be revoked if Ibis aoollc?lion is found 10 be false, misleading, O( inCOrr@ClIn W malSriJl WW.

I haue submitled and will wbmll all muorw fequl~ed bY 21 CFR 1002.10 ‘and 1002.1200 the lager equlPmenf and Sho”wf$l. I fu(lner understand ~hal I
may be required by regulat!ort or by the Di~ecmf, center for Devices and Radiological Hwl!h, 10 SUPPIY aUCh Olber ~nlormailon as maY be ‘~Ce$~aW 10
evaluate and act on lhls awl~caliort.

,= ~

‘;;;6°z.cuLc.&,~’7”T’Tz#./4=7

FORM FDA 3147 (21871 * US, GOV’ERlQ_hC3NT P~G OFFICE: 1987-185.695169119 Ok 7rr


